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Appln. No. 09/727,198 

Supplemental After Final Amendment dated August 6, 2003 
Reply to Final Office Action of March 1 1 , 2003 

RE MARKS/ARGUMENTS 

Reconsideration of the above-identified application respectfully requested 
inftght of the Examiner's Advisory Action mailed July 21, 2003, and subsequent 
telephone communications with the undersigned, the independent claims have been 

^ ^ Pr0dUCt " by " Pr ° CeSS C ' aimS - N ° n6W ^ IS added b * this ™*wnt «tf 
entry of the amendment is respectfully requested. Accordingly, Applicants assert that no 

cla.ms have been narrowed with the meaning of Festo (Festo Corp. v. Snotetsu Kinzoku 

( ^2), ^ ^ 1831 " LBUd ^ 62 USPQ2d 1705 

Applicants have made clear in the specification and through the claims under 
cons.deration that the instant invention is neither anticipated by nor rendered obvious 
from any prior art, either alone or in c*mbina«on. The Examiner states in explanation for 
each of the rejections of record that "Applicants have not gone on the record stating 
unequ.voca.ly that proteins less than 50 kDa in size are a>ecjfic^^ , n Z 
instant Invention." (emphasis in original). „ js noteworthy that the Examiner points to no 
passage in any of the cited art that specifically discloses or claims the Applicants' 
invention of a therapeutic factor possessing a size of greater than 50 kDa 

Both the specification and the claims make clear that Applicants consider their 
.nvent.on to consist essentially of only those components of the cellular supernatant from 
simulated cells that are selected by an ultrafiltration membrane with a size exclusion limfr 
of 50 kDa. Those components of the supernatant of cells stimulated according to the 
Applicants' invention that are not selected by an ultrafiltration membrane with a size 
exclusion limit of 50 kDa are excluded from the claimed invention. That the factor may be 
a multimer based on a monomer of /ess than 50 kDa size is irrelevant, since the active 
(and d«m«l) form of the materia, is greater than 50 kDa in size. Thus, Applicants' claims 
have also been limited to those components of the ce.lu.ar supernatant from stimulated 
cells that do not pass through an ultrafiltration membrane with a size exclusion limit of 50 
kDa. The cla,m language chosen by Applicants, viz., "consisting essentially of, limits the 
scope of the claims to the specified materials or steps "and those that do not materially 
affect the basic and novel characteristics" of the claimed invention. In re Herz 537 F 2d 
549 551-552, 190 USPQ 461, 463 (CCPA 1976). Applicants, then, believe that 'the claims 
make clear that only those components from mitogenically stimulated lymphocyte cells of 
greater than 50 kDa are part the claimed invent/on. 
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The Advisory Action states, inter alia, that a >oduct-by-process claim which is 
a pmduct ciaim that defines the Calmed product in terms of the process by which it is 
tha 3 nm-t ,7T daimS 1 57 ^ ^ 35 P-duct-by-process Cairns 

!! J!n " t0 C ° nSlSt ° n,y ° f C ° mponentS have a **C"* weight 

gre ter than 50 kD , Tnat fact that weight factors ,ess than 50 kDa "are not detriment 

to t e funcfon of the 'factor, as a.feged by the Examiner, is disputed for two reasons. 

-tter which the appiicant regards as his invention" 

1 J, ] APP ' iCant Ch ° 5en t0 eXdude c ^Ponents have a weight of 
less than 50 kDa . Second, the data in the above-identif.ed appiication argues against the 
Exam.ner s statement, to W !t, Exampie 1 and Tabies 1 and 4A; Examp.e 5, Tab.e 25; and 
« 6. Tabie 27. Each of these tab.es report data to the effect that *e presence of 
he greater than 50 kDa fraction displays superior resuits (e.g., anti-viral activity and anti- 
tumor act.vity) compared to the .ess than 50 kDa fraction and greater than the entire 
supernatant of Triozzi '381 . Yes, the e nfir» g ,. pB rn r ^ 

m th , afKi ™ trary t0 the Examin ^ dement, the presence of the components 
n the .ess than 50 kDa fraction do have a detrimental affect on the activity of the factor 
inasmuch as Applicants have chosen to exclude such .ess than 50 kDa fraction, which is 

the,r nght and which is supported by the data, renders the amended claims patentable 
Such results cannot have been fathomed from p ^ even ^ _ 

of the prior art. a 
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Conclusion 

A.mi, "I n0V6 ' n ° n0bV,0US inVentiVe matter disc,osed * the applicat/on 

Appl.can* -nd.y request the Examiner withdraws the rejections of reco d. AccoTg y 
m v.ew of the App.icants' current and previous amendments to the Cairns and ^3 

ZZST* a,lowance of a " claims and passa9e to issue of 

ZTiz r requested - if an a,,owance is not forthc ° min9 - »«• th, 

Z .7 f ° r . PUrpOSeS ° f appea '- Should «V questions remain, the Examiner 
respectfully ,s mvited to telephone the undersigned. 



Respectfully submitted, 



Date: £ /^OSf~7Q^ 



Jeriy k. MuehhcJr, 

Reg\No. 27,57£>< 

MUELLER ANB^MIThTTp? 
Mue|fer-SmiMBuilding 
7TO0 Rivers Hdoe Drive 
Columbus, Ohio4523S=r35« 
Tel.: 614-436-0600 
Fax: 614-436-0057 
email: smueller@mueflersmith.com 
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